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- The MAILING DATE of this communication appears on the cover sheet with the correspondence address - 
Period for Reply 



A SHORTENED STATUTORY PERIOD FOR REPLY IS SET TO EXPIRE 3 MONTH(S) OR THIRTY (30) DAYS, 
WHICHEVER IS LONGER, FROM THE MAILING DATE OF THIS COMMUNICATION. 

- Extensions of time may be available under the provisions of 37 CFR 1 . 1 36(a). In no event, however, may a reply be timely filed 
after SIX (6) MONTHS from the mailing date of this communication. 

- If NO period for reply is specified above, the maximum statutory period will apply and will expire SIX (6) MONTHS from the mailing date of this communication. 

- Failure to reply within the set or extended period for reply will, by statute, cause the application to become ABANDONED (35 U.S.C. § 1 33). 
Any reply received by the Office later than three months after the mailing date of this communication, even if timely filed, may reduce any 
earned patent term adjustment. See 37 CFR 1.704(b). 

Status 

1)S Responsive to communication(s) filed on 6/8/07 . 
2a)EI This action is FINAL. 2b)D This action is non-final. 

3) D Since this application is in condition for allowance except for formal matters, prosecution as to the merits is 

closed in accordance with the practice under Ex parte Quayle, 1935 CD. 11, 453 O.G. 213. 

Disposition of Claims 

4) ^ Claim(s) 1-15 and 26-55 is/are pending in the application. 

4a) Of the above claim(s) 1-15,26-31.34.35 and 42-46 is/are withdrawn from consideration. 

5) D Claim(s) __ is/are allowed. 

6) KI Claim(s) 32.33.36-41 and 47-54 is/are rejected. 

7) ^ Claim(s) 55 is/are objected to. 

8) D Claim(s) are subject to restriction and/or election requirement. 

Application Papers 

9) D The specification is objected to by the Examiner. 

10)D The drawing(s) filed on is/are: a)Q accepted or b)D objected to by the Examiner. 

Applicant may not request that any objection to the drawing(s) be held in abeyance. See 37 CFR 1 .85(a). 

Replacement drawing sheet(s) including the correction is required if the drawing(s) is objected to. See 37 CFR 1.121(d). 
1 !)□ The oath or declaration is objected to by the Examiner. Note the attached Office Action or form PTO-152. 

Priority under 35 U.S.C. § 119 

12)D Acknowledgment is made of a claim for foreign priority under 35 U.S.C. § 119(a)-(d) or (f). 
a)D All b)D Some * c)D None of: 

1 .□ Certified copies of the priority documents have been received. 

2. D Certified copies of the priority documents have been received in Application No. . 

3. Q Copies of the certified copies of the priority documents have been received in this National Stage 

application from the International Bureau (PCT Rule 17.2(a)). 
* See the attached detailed Office action for a list of the certified copies not received. 
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DETAILED ACTION 

Claims 1-15 and 26-55 are pending in the application, claims 50-55 being added 
in the most recent amendments to the claims submitted on 6/8/07. 

Election/Restrictions 

This application contains claims 1-15 and 26-31 , 34, 35 and 42-46 drawn to an 
invention nonelected with traverse in the response filed 12/28/06. A complete reply to 
the final rejection must include cancellation of nonelected claims or other appropriate 
action (37 CFR 1.144) See MPEP § 821.01. 

New claims 50-55 are directed toward the elected invention and are therefore 
examined along with claims 32-33, 36-41 and 47-49. 

Claims 32-33, 36-41 and 47-55 were examined on their merits. 

The text of those sections of Title 35, U.S. Code not included in this action can 
be found in a previous Office Action. 



Information Disclosure Statement 
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Acknowledgement is made of the references submitted by Applicant in response 
to the previous Office Action. 



Claim Rejections - 35 USC §112 



Claims 36- 41 and 47-49 remain rejected and claims 50-54 are newly rejected 
under 35 U.S.C. 112, first paragraph, because the specification, while being enabling for 
a method for preparing the claimed invention including the phytochemical constituents 
of stigmastan-3,5-diene, acetic acid, friedelin and terpene via methylene chloride 
extraction from the leaves of Mammea americana, does not reasonably provide 
enablement for the types of phytochemical constituents as Instantly claimed with any 
organic solvent from any part of Mammea americana. Nor is the specification enabled 
for extraction of 'cobaltocene-octomef or a solvent extraction which contains stimastan- 
3,5-diene in combination with anything other than acetic acid, friedelin and terpene (as 
shown in Table 5 on page 23 of the specification). The specification does not enable 
any person skilled in the art to which it pertains, or with which it is most nearly 
connected, to make or use the invention commensurate in scope with these claims. 

While claims 50-54 limit either claims 38 or 39 to wherein the organic solvent is 
methylene chloride and wherein the plant material is from the leaves of M americana, 
the claims either depend upon claims which state 'cobaltocene-octomef and do not 
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specifically limit claim 36 to 'stigmastan 3,5 diene' and are therefore rejected, because 
as stated above, as well as keenly in the previous Office Action, the Specification is not 
enabled for 'cobaltocene-octomet' or, as in the case of claims 53-54, while the claims 
are limited to 'stigmastan 3, 5 diene' the claims are not specifically limited to wherein 
the plant part is leaves and wherein the solvent is methylene chloride. 

Claims 36-41 remain rejected and claims 50-52 are newly rejected under 35 
U.S.C. 1 12, first paragraphias failing to comply with the written description requirement. 
The claim(s) contains subject matter which was not described in the specification in 
such a way as to reasonably convey to one skilled in the relevant art that the 
inventor(s), at the time the application was filed, had possession of the claimed 
invention. New claims 50-52 do not cure the deficiencies of claim 38 which states 
'cobaltocene-octomet' and therefore are rejected for the same reasons set forth in the 
previous office action for the rejection of claims 36-41 for lacking written description. 

Claims 36-41 remain rejected and claims 50-52 are newly rejected under 35 
U.S.C. 112, second paragraph, as being indefinite for failing to particularly point out and 
distinctly claim the subject matter which applicant regards as the invention. Claims 50- 
52 do not remedy the indefiniteness of claims which state 'cobaltocene octomet' from 
which they depend and thus are also found indefinite. 
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Response to Arguments 35 USC 112 First and Second paragraph 

Applicant's arguments were fully considered, but not found persuasive. 

Applicant traverses the rejection and states "In other words, any organic solvent 
that can produce the composition that comprises stigmastan is included within the 
scope of the claim" (p. 2, Remarks). The response argues that 35 U.S.C, 112, first 
paragraph, permits an artisan to present claims of essentially limitless breadth so long 
as the specification provides one with the ability to test any particular embodiment which 
is encompassed by the material limitations of a claim and thereby distinguish between 
those embodiments which meet the functional limitations from those embodiments 
which don't. This argument is not entirely without merit. However, the issue here is the 
breadth of the claims in light of the predictability of the art as determined by the number 
of working examples, the skill level of the artisan and the guidance presented in the 
instant specification and the prior art of record. This make and test position is 
inconsistent with the decisions in In re Fisher, 427 F.2d 833, 166 USPQ 18 (CCPA 
1970), Amgen v. Chugai Pharmaceuticals Co. Ltd., 13 USPQ2d, 1737 (1990), and In re 
Wands, 8 USPQ2d, 1400 (CAFC 1988). In re Wands stated that the factors to be 
considered in determining whether a disclosure would require undue experimentation 
include (1) the quantity of experimentation necessary, (2) the amount of direction or 
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guidance presented, (3) the presence or absence of working examples, (4) the nature of 
the invention, (5) the state of the prior art, (6) the relative skill of those in the art, (7) 
predictability or unpredictability of the art and, (8) the breadth of the claims. 

The claims are assessed for enablement taking into account the direction set 
forth in the Instant specification coupled with what was already known in the art 
pertaining to the claimed invention For the reasons set forth keenly in the previous 
Office Action, it remains deemed that it would require undue experimentation in order to 
ascertain what other organic solvents would produce the claimed invention. 

Applicant argues that "Disclosure of specific, exemplary organic solvents. . . is 
more than adequate to enable a claim covering organic solvents generally unless a 
person of ordinary skill in the art would have reason to believe that other solvents would 
fail to cause any extraction of the claimed extracted material... But the Applicant has no 
reason to expect... materials would exhibit unusual extraction behavior when exposed to 
other organic solvents... the Examiner has provided no reason to expect that only 
methylene chloride, to the exclusion of all other organic solvents, can elute stigmastan 
from plant material" (p. 2, Remarks). However, the Examiner clearly set forth the 
unpredictability with regard to extraction of plant material in the previous Office Action. 
Additionally, Table 2 of Applicant's specification specifically shows that an ethanol 
extract of M americana gravely differs from that of a methylene chloride extract. This 
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is ample evidence to show that the use of different solvents is unpredictable. 
Applicant's arguments are not convincing. 

Applicant argues that the two solvent extracts of M.americana produced fractions 
which possessed antibacterial and anti-mycobacterial activity (p. 3, Remarks). 
However, this is not particularly relevant to whether or not the compositions of the 
claims will be predicted to be extracted by a representative number of organic solvents. 
Further, as stated supra, Figure 2 makes evident that different organic solvents will 
predictably extract distinct chemical compounds. Therefore, this particular argument is 
without merit. 

Applicant argues that literature indicates that stigmastan can be extracted by use 
of ethanol, hexane and acetone, however, it is not seen that Applicant has provided 
these references and therefore, they are not considered by the Examiner rendering this 
argument moot. The only reference provided is Phuruengrat et al. However, a 
reference published after the effective filing date of the application is not evidence that 
the claims were enabled at the time the invention was made. 

Applicant argues Beuter and Yang and states that "The Applicant has identified 
extraction from leaves as a preferred embodiment. However, nothing in the application 
limits the invention to that preferred embodiment, nor is there any reason to conclude 
that the extraction could not proceed on material from other tissues" (p. 4, Remarks). 
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This statement is respectfully disputed by the Examiner. While Beuter was cited merely 
to further solidify the case for unpredictability, it is a priori clear from Yang that different 
parts of the plant yield different phytochemicals as well as different amounts. Thus, the 
unpredictability is well-appreciated in the art. Applicant has not provided any 
predictable means for the skilled artisan to be able to extrapolate the extract of the 
leaves to other parts of the plant such as the root, rhizome or stem for example. 

With regard to the particular rejection concerning 'cobaltocene octomet', the 
Applicant argues first that "...claim 39 does not recite 'cobaltocene octomet'". This is 
true, claim 39 does not contain the term 'cobaltocene octomet' and the outstanding 
rejections were set forth with this knowledge. However, claim 39 is also dependent 
upon a claim which does not state the particular part of plant, nor the particular solvent 
used (methylene chloride) and is therefore rejected under 35 USC 112 first paragraph 
for scope of enablement. 

Applicant additionally argues that the related US Application 10/320,492 contains 
evidence to rebut the specific rejection of 'cobaltocene octomet' as it is rejected under 
35 USC 112 first paragraph: "Applicant urges the Examiner to refer for a complete 
explanation on the topic in the related US Application Ser. No. 10/320,492... also 
assigned to the Examiner" (p. 5, Remarks). However, it is noted that the '492 case is 
not 'related' to this case as it is not a parent or a child to this case. This application 
does not have benefit of priority to the '492 case and hence, there is no 'relation.' Thus, 
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the Examiner will consider arguments presented in this case, however, will not consider 
specific arguments presented in the '492 case which are not reiterated in this case. 

Applicant argues that cobaltacene 1, 1', 2, 2', 3,3', 4,4' octomethyl was well 
known in the art and found in the NIST library Further, Applicant states that "...CAS 
identifies the Applicant's priority application, PCT-US50502, as disclosing cobaltocene 
1, 1', 2, 2', 3,3', 4,4' octomethyl, a compound known since at least 1984" (emphasis in 
original Remarks). 

However, it is not known exactly how CAS identifies their compounds. While 
CAS may have assigned this number to the PCT application 50502, there is no 
evidence in PCT US 50502 that cobaltacene 1, 1', 2, 2', 3,3', 4,4' octomethyl was 
disclosed. 

It is deemed that even if the prior art recognized cobaltacene 1 , 1', 2, 2', 3,3', 4,4' 
octomethyl, it cannot be clearly established that cobaltacene 1, 1', 2, 2', 3,3', 4,4' 
octomethyl is actually what was contemplated by the Inventor. Applicant appears to 
implicitly allege that cobaltacene 1, 1', 2, 2', 3,3', 4,4' octomethyl is the only necessary 
conclusion which could be made. The problem is, that the Office cannot determine 
exactly what the compound was, or what Applicant contemplated the compound to be. 
New compounds from plant materials are frequently found, especially in an age wherein 
high-throughput screening assays are employed. It cannot be absolutely verified, 
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whether Applicant was in possession of a compound of cobaltacene 1, V, 2, 2', 3,3', 4,4' 
octomethyl even if this compound may have been previously known in the art. It is not 
known if perhaps, the compound was actually octomethyl with various substitutions and 
the exact chemical nomenclature was incorrectly submitted into the case as a 
misspelling. Again, it is further deemed that the degree of misstatement of 'octgomet' 
or 'octomet' is unknown in that cobaltocenes are known to be substituted in areas other 
than the 1, 1', 2, 2', 3,3', 4,4' carbons. 

Applicant argues that the specification at p. 8, beginning at line 12 indicates that 
cyclododecane is present in the methylene chloride extract of M.americana (pp. 5-6, 
Remarks). However, this part of the application does not provide any evidence that 
cyclododecane is present in this particular extract. The specification merely states that 
any one of a number of chemicals including cyclodecane may be present, however, the 
specification does not verify this allegation. 

Claim Rejections - 35 USC § 102 

Claims 32-33 and 48-49 remain rejected under 35 U.S.C. 102(b) as being 
anticipated by Crombie et al. (1967). 



Response to Arguments 35 USC 102(b) 
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Applicant's arguments were fully considered, but not found persuasive. 

Applicant primarily argues that the method as carried out by Crombie is "different 
that [sic] the those used by the Applicant"., (p. 6, Remarks). However, it is noted that 
claims are read in light of the specification, but limitations from the specification are not 
imported into the claims. Crombie et al. anticipate the claimed invention because they 
teach every method step in the claims. In other words, Crombie et al. performed the 
same steps as Applicant specifically claims and therefore must have yielded the same 
composition. The burden shifts to Applicant to show that the product produced by 
Crombie et al. did not possess antimicrobial activity. There is no such evidence of 
record and thus, this rejection remains standing. 

i 

Allowable Subject Matter 

Claim 55 is objected to for being dependant upon rejected claims. Claim 55 will 
be allowable with regard to the elected plant species of M.americana (only, since the 
other species have not been searched) if it is rewritten in independent form including all 
of the limitations of the base claim and any intervening claims. It is noted however, that 
allowance of the claim would coincide with overcoming the outstanding rejections under 
35 USC 112 supra. 
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Conclusion 

Applicant's amendment necessitated the new ground(s) of rejection presented in 
this Office action. Accordingly, THIS ACTION IS MADE FINAL. See MPEP 
§ 706.07(a). Applicant is reminded of the extension of time policy as set forth in 37 
CFR 1.136(a). 

A shortened statutory period for reply to this final action is set to expire THREE 
MONTHS from the mailing date of this action. In the event a first reply is filed within 
TWO MONTHS of the mailing date of this final action and the advisory action is not 
mailed until after the end of the THREE-MONTH shortened statutory period, then the 
shortened statutory period will expire on the date the advisory action is mailed, and any 
extension fee pursuant to 37 CFR 1.136(a) will be calculated from the mailing date of 
the advisory action. In no event, however, will the statutory period for reply expire later 
than SIX MONTHS from the date of this final action. 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Patricia Leith whose telephone number is (571) 272- 
0968. The examiner can normally be reached on Monday - Friday 8:30am-5:00pm. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Terry McKelvey can be reached on (571) 272-0775. The fax phone number 
for the organization where this application or proceeding is assigned is 571-273-8300. 
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Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). If you would like assistance from a 
USPTO Customer Service Representative or access to the automated information 
system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 

Patricia Leith 
Primary Examiner 
Art Unit 1655 

August 8, 2007 




